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REMARKS 

The remarks presented herein attend to all outstanding issues in the pending 
Office Action of Maich28. 2006. Claims J-28 appending. 

CJain.s 1, 18,21 and 25 have been amended to recite fea./ 
^^"^^^^<^^^POsecialon,atUastaporno^^^ 

toeieancalfy insulate the cornea from the electrical coMuctin, elements. Support for 
this a,Bendment may be found, for example, in paragraphs [0022]. [0040] [00431 
t004SM0054]and[00573-[0059,andHas.3and5-8oftheaL^^^^^^^^^^^ 
dependency of Cairn 17 has been amended ClainW9 has been amended to conform to 
the new language of claim 18. and claim 20 has been amended to p,x>vide proper 
antecedent basis for the element comprising anodized aluminum. No new matter has 
been added to the claims by tliese amendments. 

Claim Objections 
- objected to uruier 37 CFR § 1.75(c) as being of improper dependent 
fo^forfailrngtofurtherhmitthesubjectmatterofapreWousclaim. Claim 17has 
been aniended to recite "The applicator of cla,m 1 6". and should now be i. proper 
dependent form. Reconsideration of claim 17 is requested. 

Claim Rejections - 3S U.S.C. § 102 

Claims 1 and 3 stand rejected under 35 U <! r R i ni/ux u • 
.... ""ucr J3 u.a.c. & 1 02(b) as bemg anticipated by 

^P^^an. s A^ittedPHo. A«(AAPA,^„.^Hi^ ' .f*c infant applic™. 

RespectfuJly we disagree. 

TO anticlp^e a cW^ . teach cv^ e„„» of .h. CaUn and 'U. 

I^TZT r <^-« - cooutaed in *e. .. o.ain,." 

MPBP2,31 c.t,n6 Verdegaa, Br^. V. Union Oil Co. of California. 814 F.2d 628. 2 
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USPQ2d I05I (Fed. Cir. 1987) and mcharOson v. S^ia Motor Co., 868 F 2d P26 9 
USPQ2d 1913 (Fed. Cir. 1989). " 

AAPA fails to anticipate independent claim 1 because it does not teach or even 
sugfiest an applicator for performing thennokeratoplasty having at least one thcnually 
conductive dielectric element d,spo.ed along at least a portion of the distal ends of ti.e 
conducting elements ... to electrically insulate the co^oa from the electricai conducting 
elom^ts. as required by claim 1 . As shown in Fig. 1 of the present application, AAPA 

mcludesaflowgaplMthat prevents the themially conductive dielectric ele^^^^ 
bemg deposed along at least a portion of the distal ends of the conducting eWnts 
Accordmgly. independent claim 1. as well as claims 2-17 which depend dixoctly or 
indirectly therefrom, distinguish over AAPA and represent allowable subject matter. 

Claim Rejections - 35 U.S.C. § 102/103 

Clain,s 18-203nd25-28standre,ected under 35U.S.C. § 102(b) as anticipated 
by. or in the alternative, under 35 U.S.C. § 103(a) as obviou. over US. Patent No 
6.053.909 granted to Shadduck (hereinafter "Shaddock"). 

ThefoUowingisaquotationfiomtheMPEPsettingforththethreebasiccriteria 
that must be met to estabhsh ^ prima facie case of obviousness: 

First, there must be some suggestion or motivation either in ih^ 

refer^r.^. V ^' ^ ^^'^ references or to combine 

SSS^, F nS^rSf« "^T "^"^^ « ^^°«*ble expectSSn of 

re VaecK 947 F.2d 488. 20 USPQ2d TiT^"^"^^^^^- 
Shadduck discloses a low-power radio frequency (R£) device for delivery of Rf 
energymconjunctionw-thopticalradiarion. The Rf device is said to induce thermal 
heatmg m tissue by creating ionic perturbations. ll,e penetration depth of the Rf energy 
IS mcreased when tissue is irradiated with a li^t beam having a w.v .l.n... . 
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absorbed by tissue. Shadduck teaches that mediation of the tissue leads to a 
photosensitization in the fonn of enhanced conductance of the tissue to the fluence of Rf 



current. 



Amended claims IS and 25 recite an apph'cator having at least one dielectric 
element disposed along at least a portion of the distal ends of the conducting elements 
to electrically insulate the cornea from the electrical conducting elements. Shaddnck 
fails to disclose such a dielectric element. In fact. Shadduck's device would be rendered 
inoperable by the positioning of a dielectric clement between the conducting elements 
and the comea because Shadduck reguy^ the flow of electricity through comeal tissue 
Shadduck adjusts the 'l.io-elecnical characteristics of the targeted tissue" prior to 
application of Rf current by photosensitizmg the tissue with light (col. 8. lines 2Q.02) 
and then "utihzes a high frequency alternating Rf current. . .that is adapted to flow 
between the paired bi-polar electrodes. . (col. 4, lines 46-49; FIGS. 2A-B and 8C) 
TTius. Shadduck expressly teaj^away fix,m the use of a dielectric element and 
Applicant contends th^ the Examiner's use ofOfficial Notice is mappropriate where - 
according to tlie teachings of Shadduck - it is not obvious "to dispose [an] electrical ly 
insulatmg coating on the forward end of an electrode to prevent direct contact between 
the body tissue and fte conductor end so as to limit collateral tissue damage » (Office 
Action dated March 28. 2006 at page 4). We respectfully request withdmw of this 
rejectvon. or. in the event that the rejection is maintained, supporting evidence for the use 
ofOfficial Notice as dictated by MPEP 2144.03(C). 

Claims 20, 26 and 27 depend from claims 1 8 and 25, and benefit ik>m arguments 
made above. Further, these clam^ include additional feamres that patentably distinguish 
over Shadduck. For example., claim 20 recites the dielectric element comprises anodized 
alummum. Shadduck does not disclose any dielectric element, much less anodized 
alummum. Claim 26 recites the control signals cause any of initiating a treatment 
protocol or terminating a treatment protocol. Sh adduck states that 'the surgeon can 
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actuatemephascddeIiveryofionothj5nnalenergy"(col.li,lines 14-15). Claim 27 
recites the controUer applies a stop signal to the generator when a treatment time 
associated with a treatment protocol exceeds a thieshold defined for the tieatnient 
modality. Shadduck does not disclos^ a time threshold or a fail-safe mechanism for 
stopping the treatment protocol. 

Reconsideration and allowancp of claims 18, 20 and 25-27 is respectfully 
requested. ! 

Claim 28 recites an applicator jfor performing thermokeratoplasty. comprising: 

(A) an electrically conducting tube extending fix)m a proximal end to a 
distal end, 

(B) a conductive rod disposed within said tube and separated by a 
selected distance therefrom, 

(C) an insulator disposed between said conductive tube and said rod for 
providing electrical insulation therebetween, 

(D) wherein said conductive tube and said rod are configiu-ed to have a 
direct contact with corneal tissue at said distaJ end upon placement 
of flie applicator on a subject's cornea. 

Shaddock does not teach or suggest any mechanism like that recited in claim 28 
SpecificaUy, Shadduck does not disclose an electrically conducting tube having a 
conductive rod disposed therein and an insulator disposed between the tube and rod. 
Reconsideration and allowance if claim 28 is respectfully requested. 
Claims 21-24 stand rejected under 35 U.S.C. § 103(a) as being unpatentable over 
Shadduck in view of U.S. Patent No. 4.38 1.007 granted to Doss (hereinafter "Doss"). 

Doss discloses a multipolar prob^ that uses Rf energy delivered to a cornea by a 
plurality of tubular electrodes. A vacuum system moves a liquid electrically conductive 
coolaat through or adjacent to at least one of the electrodes onto the cornea, then, from 
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the cornea, through or adjacent to the other electrode. A damming device, or skirt, 
retains the coolant on the comea. 

Amended claim 21 recites an applicator for perfonning thermokerdtoplasty. 
comprising: 

(A) an electrical conducting element comprising at least a pair of elongated 
conductors separated hy a selected distance and extending from a proximal 
end to a distal end, 

(B) at least one dielectric element disposed along at least a portion of the distal 
ends of said conductors, said dielectric element being adapted for 
positioning on a portion of a patient's cornea to electrically insulate the 
comea fiiom the conductors, 

(C) an insulator disposed between said two conductors to provide electrical 
insulation therebetween, and 

(D) a vacuum source having at least one vacuum passage extending to said 
distal end and configured for applying suction to at least a portion of 
corneal tissue upon positioning of said apphcator on the comea. 

As indicated above, Shadduck fails to disclose at least (B). a dielectric element 
disposed along at least aportion of the distal ends of the conductors and being adapted 
for positioning on a portion of a patient's comea to electricaUy insulate the comea from 
the conductors. Doss fails to remedy die deficiencies of Shadduck because Doss also 
fails to teach or suggest a dielectric element having such features. 

Claims 22-24 depend from claim 21 and benefit from arguments made above 
Reconsideration and aUowance of claims 21-24 is lespectfiilly requested. 

Claims 2 and 4-17 stand rejected under 35 U.S.C. § 103(a) as being unpatentable 
over AAPA in view of Doss and U.S. Patem No. 6,224.593 granted to Ryan et al. 
(hereinafter "R yan"). 
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CJaims 2 and 4-17 depend fi om independent claim 1 which, as described above, 
recites an applicator for perfonmng tliermokeratoplasty including at least one thennally 
conductive dielectric dement disposed along at least a portion of die distal end of the 
electrically conductive element and being adapted for positioning on a portion of a 
patient's cornea to electricaUy insulate the cornea from the conductors. As indicated 
above, both AAPA and Doss fail to disclose a device having such features. Ryan fails to 
remedy the deficiencies of AAPA and Doss because Ryan merely discloses a method and 
apparatus for tissue and vessel seaUng usirig microwave energy. Tissue is compressed 
between amicrowave conductor and a tissue capture portion of an elongated member, 
which is suitable for laparoscopic surgeries. Ryan does not disclose a system that is ' 
suitable for thennokeratoplasty - much less a thern^ally conductive dielectric element 
disposed along at least a portion of the distal end of tlie electricaUy conductive element 
and being adapted for positioning on a portion of a patient's comea to electrically 
insulate the comea ftiom the conductoi^, as required by claim 1. 

Further, claims 2 and 4-1 7 contain eleme,its that patentably distinguish over 
AAPA in view of Doss and Ryan. For example, claim 2 recites the dielectric element is 
fornied of anodized aluminum. None of AAPA. Doss or Ryan disclose anodized 
aliuninvmi. Claim 4 recites the dielectric element has a thermal conductivity in a range of 
about 0.1 W/(m "C) to about 200 W/(m "Q. None of AAPA, Doss or Ryan disclose a 
dielectric element having a thermal conductivity in a range of about 0.1 W/(m «C) to 
about 200 W/(m -Q. Claim 1 1 recites the metal fon«ing the electrical conducting 
element can be any of stainless steel, steel, aluminum, brass, or copper. None of AAPA. 
Doss or Ryan disclose specific metals that are suitable for the fabrication of electrical 
conducting elements. Claim 12 recites a coating comprising alumina. Clami 13 recites 
the alumina coating comprises almninum oxide particles in an alumim^i mamx such that 
a concentration of the almninmn oxide parUcles varies fiom the proximal end to the distal 
end of the electrical conducting element. Claim 14 recites the concentration of the 
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aluminum oxide particles reaches a maximum value in proximity of the distal end. None 
of AAPA, Doss or Ryan disclose alumina coatings; particularly, alumina coatings with 
graded concentration profiles. 

Reconsideration and allowance of claims 2 and 4-17 is respectfully requested. 

In view of the above Remarks. Applicant has addressed all issues raised in the 
Office Action dated March 28, 2006, and respectfully solicits a Notice of Allowance. 
Should any issues remain, the Exammer is encouraged to telephone Applicant's attorney, 
Curtis Vock at (720) 931-3011. 

Authorization to charge fees associated with a two-month extension of time is 
submitted herewith. If any additional fee is deemed necessary in connection with this 
Response, please charge Deposit Account No. 12-0600. 



Respectfully submitted, 
LATHllOP & GAGE L.C. 





Shireen Marshall, Reg. No. 54,295 

Lathrop & Gage L.C. 

4845 Pearl East Circle, Suite 300 



Boulder, CO 80301 
Tele: (720)931-3031 
Fax: (720)931-3001 
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